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Mediso Medical Imaging Systems, Ltd.
% William McLain

Sr. Consultant

CRO Group, Inc.

342 E. Main Street, Suite 207

Leola, Pennsylvania 17540

Re: K221984
Trade/Device Name: InterView XP; InterView FUSION
Regulation Number: 21 CFR 892.2050
Regulation Name: Medical Image Management And Processing System
Regulatory Class: Class Il
Product Code: LLZ
Dated: February 24, 2023
Received: February 27, 2023

Dear William Mclain:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced
above and have determined the device is substantially equivalent (for the indications for use stated in the
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that
some cleared products may instead be combination products. The 510(k) Premarket Notification Database
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class Il (Special Controls) or class Il (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
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statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/quidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the quality systems (QS)
regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for
combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-
542 of the Act); 21 CFR 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

- O

Daniel M. Krainak, Ph.D.
Assistant Director
Magnetic Resonance and Nuclear Medicine Team
DHTB8C: Division of Radiological Imaging
and Radiation Therapy Devices
OHTS8: Office of Radiological Health
Office of Product Evaluation and Quality
Center for Devices and Radiological Health
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Indications for Use See PRA Statement below.

510(k) Number (if known)
K221984

Device Name
InterView XP

Indications for Use (Describe)

InterView XP is a Software as Medical Device (SaMD) aimed at reviewing medical images such as planar scans (Static,
Whole Body, Dynamic, Multi-Gated) and tomographic scans (SPECT, Gated SPECT) acquired by gamma cameras.
Review of other image modalities is also supported. Common Users for clinical purposes are trained medical
professionals, including clinicians and technicians in hospitals or imaging centers. Software components provide functions
for image display, manipulation, enhancements, analysis and quantification. This device is not indicated for
mammography use or dental diagnostics. The software provides diagnostic information, however, diagnostic decision
cannot be based solely on the software. InterView XP has no specific target population.

Type of Use (Select one or both, as applicable)
=4 Prescription Use (Part 21 CFR 801 Subpart D) [ | Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (6/20) Page 1 of 1 PSC Publishing Services (301) 443-6740  EF



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0120
Food and Drug Administration Expiration Date: 06/30/2023

Indications for Use See PRA Statement below.

510(k) Number (if known)
K221984

Device Name
InterView FUSION

Indications for Use (Describe)
InterView FUSION is a Software as Medical Device (SaMD) aimed at reviewing medical im- ages such as planar scans

and tomographic scans from SPECT, PET, CT, and MRI modalities. Review of other image modalities is also supported.

The common users for clinical purposes are trained medical professionals, including clinicians and technicians in
hospitals or imaging centers. Software components provide functions for image display, manipulation, enhancements,
analysis, and quantification. This device is not indicated for mammography use or dental diagnostics. The software
provides diagnostic information — however, diagnostic decisions cannot be based solely on this software. InterView
FUSION has no specific target population.

Type of Use (Select one or both, as applicable)
=4 Prescription Use (Part 21 CFR 801 Subpart D) [ | Over-The-Counter Use (21 CFR 801 Subpart C)

CONTINUE ON A SEPARATE PAGE IF NEEDED.

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 3881 (6/20) Page 1 of 1 PSC Publishing Services (301) 43-6740

EF



K221984

510(k) Summary - InterView XP
Submission Owner and Correspondent

Submission Owner

Mediso Medical Imaging Systems, Ltd.
Laborc utca 3.

Budapest

HUNGARY

H-1037

Ph: +36-1-3993030

Email: info@mediso.hu

Submission Correspondent

CRO Group, Inc.

342 E. Main Street, Suite 207
Leola, PA 17540

Contact: William McLain
Phone: 717-656-9656

E-Mail: bmclain@crogroup.com

Date Summary Prepared
February 23, 2023

Device Trade Name

InterView XP

Device Common Name

Medical Image Visualization And Post-processing Software As Medical Device (SaMD)

Device Classification Name

Medical Image Management and Processing System Classified as Class 2 at 21 CFR 892.2050,
product code LLZ.



510(k) Summary - InterView XP

Legally Marketed Device To Which The Device Is
Substantially Equivalent

The InterView XP is substantially equivalent to the Xeleris V Processing and Review Systems
cleared under K201103.

Description of the Device

InterView XP is a DICOM image visualization and post-processing Software as Medical Device
(SaMD). It is a standalone medical device. Developed by Mediso Medical Imaging Systems,
built on state-of-the-art technologies, providing evaluation method according to the international
guidelines for planar, whole body and SPECT nuclear medicine applications. The product is
designed as a software only product, operating on Windows based OS. The software inputs are
images of nuclear medicine studies that are DICOM 3.0 compatible and uploaded into the user’s
computer and the Software will process the images in multiple ways to achieve the image
analysis by the user's demands.

General evaluation

General evaluation is a special procedure that has no predefined workflow steps. This
procedure offers various tools that might be combined together to build a custom procedure.
These tools are the same that are used in other procedures. Combined with user programming
not only the workflow is customized but also the numerical results derived from processed data.

Indications for Use

InterView XP is a Software as Medical Device (SaMD) aimed at reviewing medical images such
as planar scans (Static, Whole Body, Dynamic, Multi-Gated) and tomographic scans (SPECT,
Gated SPECT) acquired by gamma cameras. Review of other image modalities is also
supported. Common Users for clinical purposes are trained medical professionals, including
clinicians and technicians in hospitals or imaging centers. Software components provide
functions for image display, manipulation, enhancements, analysis and quantification. This
device is not indicated for mammography use or dental diagnostics. The software provides
diagnostic information, however, diagnostic decision cannot be based solely on the software.
InterView XP has no specific target population.



510(k) Summary - InterView XP

Comparison Table with Predicate Device

The following Table compares the technological characteristics between the proposed InterView
XP and the predicate Xeleris V Processing and Review Systems cleared under K201103.
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510(k) Summary - InterView XP

Non-Clinical Testing

Nonclinical testing consisted of a software validation that traced and tested all identified inputs
and requirements. This testing consisted of the establishment of User Needs, Functional
System Requirement, and Component Requirement Specifications. Test cases were executed
to verify that these requirements were fulfilled. Clinical effectiveness was assessed through the
completion of Functional Design Validations and Usability Validations. Acceptance criteria were
fulfilled. Testing was based on:
o |EC 62304:2006 + A1/2015, Medical device software. Software life-cycle processes
o |EC 62366-1:2015, Medical devices. Part 1: Application of usability engineering to
medical devices
e SO 12052:2017, Health informatics. Digital imaging and communication in medicine
(DICOM) including workflow and data management
NEMA PS3, DICOM PS 3.x standard-series
General Principles of Software Validation; Final Guidance for Industry and FDA Staff,
Issued January 11, 2002

Clinical Testing

No clinical testing was performed in association with this submission.

Conclusions

In conclusion, the results of the comparison of design, materials, intended use and technological
characteristics and the performance test demonstrate that the InterView XP is substantially
equivalent to the predicate device.
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Submission Owner and Correspondent

Submission Owner

Mediso Medical Imaging Systems, Ltd.
Laborc utca 3.

Budapest

HUNGARY

H-1037

Ph: +36-1-3993030

Email: info@mediso.hu

Submission Correspondent

CRO Group, Inc.

342 E. Main Street, Suite 207
Leola, PA 17540

Contact: William McLain
Phone: 717-656-9656

E-Mail: bmclain@crogroup.com

Date Summary Prepared
February 23, 2023

Device Trade Name

InterView FUSION

Device Common Name

Medical Image Visualization And Post-processing Software As Medical Device (SaMD)

Device Classification Name

Medical Image Management and Processing System Classified as Class 2 at 21 CFR 892.2050,
product code LLZ.
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Legally Marketed Device To Which The Device Is
Substantially Equivalent

The InterView FUSION is substantially equivalent to the Xeleris V Processing and Review
Systems cleared under K201103.

Description of the Device

InterView FUSION is a multi-modal visualization and evaluation software. Developed by Mediso
built on state-of-the-art technologies, novel image processing algorithms and tools for evaluating
different medical imaging modalities. The product is designed as a standalone software, i.e.
Software as Medical Device (SaMD) product, operating on Windows OS as a classical user
application.

Multi-modal registration and fusion of SPECT, PET, CT and MRI studies is a core functionality of
InterView FUSION. Evaluation can be performed with the help of several specialized viewers
and automated algorithms. Statistical measurements by ROls, VOls are present just as well as
SUV representation for PET and even SPECT images. A wide range of function-specialized
tools provide a well-detailed, fast and easy evaluation of medical images combining with
advanced visualizations and interactions with flexible workspaces. Special segmentation
methods provide quick and easy extraction of organs/regions from images. Basic arithmetic
operations as well as spatial and frequency domain filters are also available.

Indications for Use

InterView FUSION is a Software as Medical Device (SaMD) aimed at reviewing medical images
such as planar scans and tomographic scans from SPECT, PET, CT, and MRI modalities.
Review of other image modalities is also supported. The common users for clinical purposes are
trained medical professionals, including clinicians and technicians in hospitals or imaging
centers. Software components provide functions for image display, manipulation,
enhancements, analysis, and quan- tification. This device is not indicated for mammography
use or dental diagnostics. The software provides diagnostic information — however, diagnostic
decisions cannot be based solely on this software. InterView FUSION has no specific target
population.
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Technological Characteristics

The following Table compares the technological characteristics between the proposed InterView
FUSION and the predicate Xeleris V Processing and Review Systems cleared under K201103.
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510(k) Summary - InterView FUSION

Non-Clinical Testing

Nonclinical testing consisted of a software validation that traced and tested all identified inputs
and requirements. This testing consisted of the establishment of User Needs, Functional
System Requirement, and Component Requirement Specifications. Test cases were executed
to verify that these requirements were fulfilled. Clinical effectiveness was assessed through the
completion of Functional Design Validations and Usability Validations. Acceptance criteria were
fulfilled. Testing was based on:
e |EC 62304:2006 + A1/2015, Medical device software. Software life-cycle processes
e |EC 62366-1:2015, Medical devices. Part 1: Application of usability engineering to
medical devices
e [SO 12052:2017, Health informatics. Digital imaging and communication in medicine
(DICOM) including workflow and data management
NEMA PS3, DICOM PS 3.x standard-series
General Principles of Software Validation; Final Guidance for Industry and FDA Staff,
Issued January 11, 2002

Clinical Testing

No clinical testing was performed in association with this submission.

Conclusions

In conclusion, the results of the comparison of design, materials, intended use and technological
characteristics and the performance test demonstrate that the InterView FUSION is substantially
equivalent to the predicate device.





